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This document (the “Presentation”) has been prepared by PCI Biotech Holding ASA (the “Company”) exclusively for information purposes. Neither this Presentation nor any copy of it nor the information contained herein is 

being issued, and nor may this Presentation nor any copy of it nor the information contained herein be distributed directly or indirectly to or into, any jurisdiction in which such distribution would be unlawful or not appropriate. 

Recipients of the Presentation shall not reproduce, redistribute or pass on, in whole or in part, the Presentation or any of its content to any other person. The Presentation does not constitute, and should not be construed as, an 

offer to sell or a solicitation of an offer to buy any securities of the Company in any jurisdiction. 

This Presentation contains certain forward-looking statements relating to the business, financial performance and results of the Company and/or the industry in which it operates. Forward-looking statements concern future 

circumstances and results and other statements that are not historical facts, and are sometimes identified by the words “believes”, expects”, “predicts”, “intends”, “projects”, “plans”, “estimates”, “aims”, “foresees”, “anticipates”, 

“targets”, and similar expressions. The forward-looking statements contained in this Presentation, including assumptions, opinions and views of the Company or cited from third party sources, are solely opinions and forecasts 

which are subject to risks, uncertainties and other factors that may cause the actual results, performance or achievements of the Company to be materially different from any future results, performance or achievements that are 

expressed or implied by statements and information in the Presentation, including, among others, risks or uncertainties associated with the Company’s business, segments, development, growth management, financing, market 

acceptance and relations with customers, and, more generally, general economic and business conditions, changes in domestic and foreign laws and regulations, taxes, changes in competition and pricing environments, and 

fluctuations in currency exchange rates and interest rates. None of the Company or any of its subsidiaries or any such person’s directors, employees or advisors provide any assurance that the assumptions underlying forward-

looking statements expressed in this Presentation are free from errors nor does any of them accept any responsibility for the future accuracy of such forward-looking statements. 

The information contained in this Presentation has not been independently verified. No representation or warranty (express or implied) is made as to the accuracy or completeness of any information contained herein, and it 

should not be relied upon as such. None of the Company or its subsidiaries or any such person’s directors, employees or advisors shall have any liability whatsoever arising directly or indirectly from the use of this Presentation. 

By reading the Presentation, or attending any oral presentation held in relation thereto, you acknowledge that you will be solely responsible for your own assessment of the Company, the market and the market position of the 

Company and that you will conduct your own analysis and be solely responsible for forming your own view of the potential future performance of the Company’s business. The content of this Presentation are not to be construed 

as legal, business, investment or tax advice. Each recipient should consult with its own professional advisors for any such matters and advice. 

No action has been taken to allow the distribution of this Presentation in any jurisdictions other than Norway. The Presentation has not been reviewed or registered with, or approved by, any public authority, stock exchange or 

regulated market. The distribution of this Presentation, as well as any subscription, purchase, sale or transfer of securities issued by the Company, may be restricted by law in certain jurisdictions, and persons into whose 

possession this Presentation comes are required by the Company to inform themselves about and comply with any such restrictions. Any failure to comply with such restrictions may constitute a violation of the laws of any such 

jurisdiction. None of the Company or its subsidiary undertakings or any such person’s directors, employees or advisors shall have any responsibility for any such violations. 

THIS PRESENTATION AND THE INFORMATION CONTAINED HEREIN DO NOT CONSTITUTE AN OFFER OF SECURITIES FOR SALE IN THE UNITED STATES AND ARE NOT FOR PUBLICATION OR DISTRIBUTION 

TO U.S. PERSONS (WITHIN THE MEANING OF REGULATION S UNDER THE U.S. SECURITIES ACT OF 1933, AS AMENDED (THE “SECURITIES ACT”)). THE SECURITIES OF THE COMPANY HAVE NOT AND WILL 

NOT BE REGISTERED UNDER THE SECURITIES ACT, AND MAY NOT BE OFFERED OR SOLD WITHIN THE UNITED STATES OR TO U.S. PERSONS, EXCEPT PURSUANT TO AN EXEMPTION FROM THE 

REGISTRATION REQUIREMENTS OF THE SECURITIES ACT. 

IN RELATION TO THE UNITED KINGDOM, THE PRESENTATION IS STRICTLY CONFIDENTIAL AND IS ONLY DIRECTED AT PERSONS WHO FALL WITHIN THE MEANING OF ARTICLE 19 (INVESTMENT 

PROFESSIONALS) AND 49 (HIGH NET WORTH COMPANIES, UNINCORPORATED ASSOCIATIONS, ETC.) OF THE FINANCIAL SERVICES AND MARKETS ACT 2000 (FINANCIAL PROMOTION) ORDER 2005 OR 

WHO ARE PERSONS TO WHOM THE PRESENTATION MAY OTHERWISE LAWFULLY BE DISTRIBUTED.

There may have been changes in matters which affect the Company subsequent to the date of this Presentation. Neither the issue nor delivery of this Presentation shall under any circumstance create any implication that the 

information contained herein is correct as of any time subsequent to the date hereof or that the affairs of the Company have not since changed, and the Company does not intend, and does not assume any obligation, except as 

required by law, to update or correct any information included in this Presentation.

This Presentation is subject to Norwegian law, and any dispute arising in respect of this Presentation is subject to the exclusive jurisdiction of the Norwegian courts.

Important notice and disclaimer
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 A listed cancer-focused biotech    

company  (PCIB, Oslo exchange)

 Market cap ~$10 mill.

 Lean organisation: 10 employees

 Photochemical internalisation 

(PCI) technology originates from 

the Norwegian Radium Hospital

- Continued close collaboration

 Collaboration with ETH and 

University Hospital Zurich

PCI Biotech at a glance

 Clinical Program

‒ Phase I/II with the photosensitiser

Amphinex® for the orphan indication 

inoperable bile duct cancer

 Pre-clinical programs

‒ Vaccine delivery technology that 

provides strongly enhanced T-cell 

responses

‒ Efficient delivery of macromolecules, 

such as nucleic acid therapeutics
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An experienced management team

 PhD from the Institute of Biology at 

University of Oslo 

 Previously held the position of Global 

Head of Project Management at GE 

Healthcare

 >20 years of senior management 

experience in pharmaceutical 

industry; Nycomed, Amersham 

Health, GE Healthcare

 Experienced in pharmaceutical 

development, from preclinical 

research to registration and 

commercialization of new products

 Extensive international network and 

thorough understanding of critical 

success factors in drug development

Per Walday

CEO

 PhD from the Institute of 

Biochemistry at the University of 

Oslo

 > 10 years experience with 

academic research at the 

University of Oslo (Medical 

Faculty) and The Norwegian 

Radium Hospital

 > 10 years Industrial experience 

from Nycomed and PCI Biotech, 

as Senior Scientist, Project 

Leader, Research Director and 

CEO (PCI Biotech)

 Co-author on some 60 scientific 

papers and 9 patents/patent 

applications.

Anders Høgset

CSO

 MSc Economics and Business 

Administration from the Norwegian 

School of Economics (NHH), Master 

of Professional Accountancy from BI, 

State Authorised Public Accountant 

in Norway

 > 10 years experience from auditing 

and advisory services, serving clients 

ranging from Norwegian SME to 

large international and PE structured 

clients

 Experience from several M&As and 

exits, and as management for hire in 

post M&A phase for international 

company

 Served as Director at PwC prior to 

joining PCI Biotech

Ronny Skuggedal

CFO

 MSc Bioorganic Chemistry

 >20 years of international 

pharmaceutical experience in US 

and EU in major pharmaceutical 

companies (Aventis, Baxter, 

Roche), including  research, 

regulatory affairs and >10 years in 

business development functions 

including market intelligence and 

licensing

 Experience in leading clinical-

stage licensing transactions on 

buy side more recently with Roche 

in Basel, Switzerland as 

Partnering Director

 Extensive C-level global network

Gaël L’Hévéder

Pic PicPicPic

CBDO
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Scientific Advisors

Professor Christoph Huber, Emeritus Professor of Medicine at the 

Medical School of the Johannes Gutenberg University in Mainz, 

Germany

Professor Jan Vermorken, Emeritus Professor of Oncology at the 

University of Antwerp, Belgium

Professor Andrew Hughes, Strategy Director of the Experimental 

Cancer Medicine Team at The Christie, Manchester, UK

Professor Kristian Berg, Head of Department of Radiation Biology, 

Institute for Cancer Research, Oslo University Hospital, Norway
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PCI technology – enabling drugs to reach 
intracellular therapeutic targets

1 42 3

The active molecule

- Anticancer agent, e.g. 

bleomycin, 

gemcitabine

- Oligonucleotide, e.g. 

siRNA

- Protein, e.g. antibody-

drug conjugate

- Peptide: e.g. antigen

The target

- Target for the active 

molecule

- E.g. DNA, mRNA, 

enzyme, microtubuli

S
The PCI component

- Light sensitive 

component

- Amphinex  - TPCS2a

1 42 3

1 42 3

1 42 3

STEP 1:

• TPCS2a (S) and the active molecule (D) are injected into the body and 

carried by the blood stream to the cell 

STEP 2:

• TPCS2a (S) and the active molecule (D) are taken up by the cell, but D 

is unable to reach the target (T), as it is encapsulated in an endosome

• S is washed away from the cell membrane, but trapped in endosomes 

STEP 3:

• Light activates TPCS2a (S) in the membrane of the endosome

• The membrane integrity is affected and the active molecule released

STEP 4:

• The active molecule (D) can now bind to its target (T) and initiate the 

therapeutic response

PCI mechanism of action – triggered endosomal escape through illumination
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Photosensitiser
(Fimaporfin)

Light source

PCI technology – endosomal escape

Active ingredient 
(trapped in endosome)

Cells

Cancerous cell

Dendritic cell

 Small molecules

 siRNA/mRNA

 Antibody targeted 

drugs

 Peptides

 Antigens

TPCS2a

Red light

Blue light

PCI enhancement technologyExisting & innovative treatments

Endosomal escape

Release of drug in cells
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PCI – a versatile technology with a pipeline of 
partnering opportunities

Local cancer treatment

 Bile duct cancer

PCI vaccination technology

 Focus on therapeutic vaccination

PCI – induce presentation on 
MHC class I

• Make it possible to achieve 
cytotoxic T-cell response with 
protein/ peptide vaccines

• Can solve a key challenge for 
many vaccine approaches

PCI macromolecule delivery

 siRNA & other oligos

 Gene therapy

 Immunotoxins

1 2

3 PCI development pipeline
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Amphinex – A New Paradigm for Localised Cancer Treatment

PCI Biotech 
Unlocking the potential of innovative medicines



10

Amphinex Phase I summary – well tolerated and 

promising early signs of efficacy

Baseline Day 14

Day 28 Day 90

Complete Response following treatment of malignant skin adnexal tumour

Key findings

 Very promising early signs of tumour response across a 

range of Amphinex dose levels

 Apparent strong selectivity for cancer in several patients

 Well tolerated with appropriate pain control and 

anaesthesia

 Dose limiting toxicities (“DLT”) at highest dose due to skin 

photosensitivity and wound infection

Summary of design

 Purpose of study was to assess safety and tolerance of 

Amphinex

 22 patients with cutaneous and/or subcutaneous tumours

 Surface illumination and Amphinex in combination with 

bleomycin across 5 dose groups of Amphinex
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Bile duct cancer – introduction and clinical study 
design

Introduction to bile duct cancer

 Cancer affecting the cell lining of the bile 

duct (Medical term: Cholangiocarcinoma)

 Orphan disease – incidence rate of 1-2 

per 100,000 in the western world

 Five-year survival rate of less than 5%, 

and 0% when inoperable

 Incidence and mortality rates are 

increasing worldwide

Summary of Study Design

Cancer type Bile duct (Cholangiocarcinoma)

Phase Ib/II

Photosensitizer Amphinex® (PCIB)

Drug Gemcitabine (Cisplatin) 

Light source Red laser 652 nm (PCIB)

Fixed variables Gemcitabine and Cisplatin

Variables Amphinex® and/or light dose

Purpose of study

Open-label, multi-centre study to 

assess the safety and efficacy of a 

single treatment of Amphinex®

induced PCI of gemcitabine, followed 

by systemic cisplatin/ gemcitabine. 

All patients are stented. Phase I to 

find light and Amphinex® dose. 

Phase II randomized to compare PCI 

vs. stenting alone

Patient description
Inoperable extrahepatic bile duct 

cancer

Treatment modality Intraluminal illumination

Patient sample size Up to 45 patients

Primary endpoint Progression free survival
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Bile duct cancer – an orphan indication with a 

sizeable market potential

Immediate target market is as first line treatment

 Target is first-line treatment of inoperable patients

 Approximately 5,000 assumed to be eligible for PCI treatment

High price potential

 Lack of approved medicinal treatment options

 Orphan indication implies a high price

Potential significant majority share of the market

 Anticipated benefits

 No competing marketable treatment alternatives

 Greater efficacy due to local chemotherapy boost

 Easy light access through established standard procedures
*Source; Khan et al, Lancet 2005; 366:1303

Gatta et al, Eur J Cancer 2011; 47:2493

Bragazzi et al, Transl Gastrointest Cancer 2012; 1:21

Bile duct cancer
Incidence*:

Europe: 6-8,000

USA: 5-6,000

45% of patients 55% of patients

Local disease Metastatic disease

Stenting and 

chemotherapy
50% 50%

Inoperable disease

Stenting and 

chemotherapy

Operable disease

Surgery and 

chemotherapy
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Clinical study with Amphinex in inoperable bile 

duct cancer is moving forward

Current status and plans

 Safety driven Phase Ib

 Third dose cohort concluded Aug 2015 – no 

safety concerns

 Patient inclusion for the next dose cohort has 

been initiated

 5:2 randomisation in Phase II, 35 pts in total

 Increasing the number of sites in preparation 

for Phase II

Why target bile duct cancer?

 Patient population with high unmet 

medical need

 Orphan indication represents a distinct 

market opportunity

 Easy access with light through routine 

endoscopic methods

 No approved medical treatments

 Weak development pipeline

Attractive due to orphan benefits and 

absence of satisfying treatments 
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PCI Biotech 
Unlocking the potential of innovative medicines

Unlocking the true potential of new treatment paradigms

Immunotherapy

Macromolecules



15

Unlocking the true potential of new treatment 
paradigms

• PCI is a clinically proven endosomal escape 

technology that may realise the true 

therapeutic benefit of innovative medicines

• Strong preclinical efficacy evidence

 Potentiation of responses considered key 

for effective therapeutic vaccination

 Effective localised delivery of a range of 

macromolecules

• Value will be captured through licensing deals 

and strategic R&D alliances

PCI may realise additional therapeutic potential of innovative medicines and 

increase their coverage of unmet need in certain disease areas

Enhancement of therapeutic vaccination and delivery of macromolecules
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PCI vaccination technology – enhancing vaccine 
induced cytotoxic T-cell response

Dendritic cell

PCI of OVA-Alexa488 in JAWSII Dendritic cells

PCI-induced endosomal antigen escape enhance MHC Class I presentation 

MHC1/SIINFEKL expression in B6 macrophage 
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Therapeutic cancer vaccines  – PCI as a powerful 

CTL-induction technology
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PCI in vivo vaccination in mouse model

An effective immune-potentiator,

and translates into therapeutic effect in disease models.

1

3

PCI

that works in synergy with state-of-the-art vaccine technologies2

0

4

8

12

16

Untreated OVA 10
µg

OVA 100
µg

OVA 10
µg + A

OVA 10
µg + B

PCI /
OVA 10

µg

PCI /
OVA 10
µg + A

PCI /
OVA 10
µg + BA

n
ti

g
e

n
-s

p
e

c
if

ic
 C

D
8

+
 T

-c
e

ll
s

 (
%

 
o

f 
to

ta
l 

C
D

8
+

 T
-c

e
ll

s
)

PCI with technology A and B in mouse model



18

PCI with HPV peptide antigen – antigen specific 
CD8 T-cells in blood and tumour regression

Effective CTL-induction with associated tumour regression with a clinically relevant 

HPV peptide antigen

Antigen 

specific 

CD8 T-

cells in 

blood
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Cancer therapeutic vaccines – competitive 

advantages and user-friendly PCI solutions

Clinical safety and preclinical efficacy evidence, combined with a comprehensive 

patent estate on PCI-mediated CTL-induction (products, uses and devices)

Safety – TPCS2a tested in Phase I study (i.v. inj.) at much 

higher doses than what will be used for vaccination

Stability – TPCS2a can be autoclaved and is stable 

at room temperature, also in solution

Innovation – Unique mode of action; indication that 

TPCS2a provides CTL-induction by MHC class I antigen 

presentation in dendritic cells and macrophages

Cost effectiveness – Simple  and cost effective synthesis of TPCS2a

Broad applicability – Peptide and protein antigens as well as particulate antigen formulations; 

Prophylactic & therapeutic vaccination, in vivo & ex vivo
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Macromolecules – endosomal escape of a range 

of potential partner products

Effective intracellular delivery of a range of promising classes of 

innovative macromolecules
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Nucleic acid therapeutics – agreement signed with 

a top-10 large pharma

• Sept. 2015 – signed pre-clinical agreement with undisclosed top-10 

large pharma 

‒ Purpose to determine whether PCI has the potential to enhance the 

therapeutic effect of their nucleic acid technology platform

‒ The original evaluation period spans over 9 months

“I’m delighted to announce this research agreement with one of the largest

pharma companies in the world. We believe that the PCI technology has the

potential to play a role in the realisation of several new therapeutic modalities,

including cancer immunotherapy and mRNA therapeutics. This agreement shows

that external players share this view”. Per Walday, CEO.
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PCI Biotech 
Unlocking the potential of innovative medicines

Financial key elements
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PCI Biotech 
Financial key elements

• Three rounds of financing 2008-2015, totalling to $27 millions

‒ mainly Norwegian private and institutional investors

• Additional $6 million non-dilutive funding

• Current market cap $11 million

• Financial runway towards end of 2016 at current cost base
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PCI Biotech 
Unlocking the potential of innovative medicines

Outlook and Strategy
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PCI Biotech: versatile platform allows for diverse 

applications in the cancer field

Preclinical Phase I Phase II Phase III

fimaporfin + gemcitabine 

fimaporfin + siRNA, mRNA, ADC, etc.

PCI as a CTL-induction technology 

Enhancing marketed drugs

Enhancing innovative drugs

Enhancing cancer vaccines

Bile duct cancer

Vaccines

Macromolecules
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Development and commercial strategy;
Execution plan and future milestones

2015 2016 - 2017

Bile duct cancer

Vaccines & 

Macromolecules

 Progress clinical Phase I dose-escalation 

part and prepare for initiation of Phase II 

randomised study

 Orphan drug designation 

 Complete bile duct cancer Phase II study 

and initiate licensing

 Strategic collaboration to facilitate further 

vaccine product development in pre-

clinical testing 

 Enter clinical Phase I

 Document immune-potentiation in relevant 

animal models and strengthen products/IP 

 Position PCI in second generation cancer 

immunotherapy regimen

 Strategic R&D alliances and licensing

Focus on research leadership and licensing of the unique proprietary PCI 

technology
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Enquiries

PCI Biotech Holding ASA

CFO Ronny Skuggedal

Cell phone: + 47 940 05 757

Telephone: +47 67 11 54 03

E-mail: rs@pcibiotech.com

CBDO Gaël L’Hévéder

Cell phone: +41 79 52 94 282

Telephone: +47 94 00 58 09

E-mail: gl@pcibiotech.com

www.pcibiotech.com

CSO Anders Høgset

Cell phone: +47 905 02 732

Telephone: +47 67 11 54 04

E-mail: ah@pcibiotech.com

CEO Per Walday

Cell phone: +47 91 79 34 29

Telephone: +47 67 11 54 02

E-mail: pw@pcibiotech.com

mailto:rs@pcibiotech.com
mailto:rs@pcibiotech.no
http://www.pcibiotech.com/
mailto:ah@pcibiotech.com
mailto:pw@pcibiotech.com

